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BURNS, DOANE, SWECKER & MA THIS, L.L.P. 
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ALEXANDRIA, VA 22313-1404 
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NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCT Rule 44.1) 






Date of Mailing 
(day/month/year) 








Applicant's or agent's file reference 
033388-531 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application^No. 
PCT/US03/0O38O %S> 


International filing date 
(day/month/year) 

08 January 2003 (08.01 .2003) 


Applicant 

ELAN PHARMACEUTICALS, INC. 



The applicant is hereby notified that the international search report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally two months from the date of transmittal of the 
international search report. 

Where? Directly to the International Bureau of WIPO, 34, chemin des Colombettes 
1211 Geneva 20, Switzerland, Facsimile No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 

The applicant is hereby notified that no international search report will be established and that the declaration under 
Article 17(2) (a) to that effect is transmitted herewith. 

With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

the protest together with the decision thereon has been transmitted to the International Bureau together with the 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices, 
no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



2- □ 

3- □ 



4. Reminders 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau. If the 
applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the priority claim, must 
reach the International Bureau as provided in Rules 90 bis. I and 90 bis. 3, respectively, before the completion of the technical 
preparations for international publication. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority date 
(in some Offices even later); otherwise the applicant must, within 20 months from the priority date, perform the prescribed acts for 
entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 months. 

See the Annex to Form PCI7EB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicant 's Guide, 
Volume n, National Chapters and the WIPO Internet site. 
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Form PCT/ISA/220 (April 2002) 




PATENT COOPERATION TREATY 



From the INTERNATIONAL SEARCHING AUTHORITY 



To: 

TERESA REA STANEK 

BURNS. DOANE, SWECKER & MATHIS, L.L.P. 
PO BOX 1404 

ALEXANDRIA, VA 22313-1404 



PCT 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCT Rule 44.1) 





{day/monthJyelf) 2 4 J UN 2003 


Applicant's or agent's file reference 
033388-531 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. 
PCT/US03/00380 


International filing date 
(day/month/year) 

08 January 2003 (08.01 .2003) 


Applicant 

ELAN PHARMACEUTICALS, INC. 



1 . £x] The applicant is hereby notified that the international search report has been established and is transmitted herewith. 

Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally two months from the date of transmittal of the 
international search report. 

Where? Directly to the International Bureau of WIPO, 34, chemin des Colombettes 
121 1 Geneva 20, Switzerland, Facsimile No. : (41-22) 740. 14. 35 

For more detailed instructions, see the notes on the accompanying sheet. 

2. \^ The applicant is hereby notified that no international search report will be established and that the declaration under 

Article 17(2) (a) to that effect is transmitted herewith. 

3. | | With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

I I the protest together with the decision thereon has been transmitted to the International Bureau together with the 

applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 
[^J no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Reminders 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau. If the 
applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the priority claim, must 
reach the International Bureau as provided in Rules 90 bis. I and 90 bis. 3, respectively, before the completion of the technical 
preparations for international publication. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority date 
(in some Offices even later); otherwise the applicant must, within 20 months from the priority date, perform the prescribed acts for 
entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits, Office by Office, see the PCT Applicant 's Guide, 
Volume n, National Chapters and the WIPO Internet site. 





Name and mailing address of the ISA/US 
Commissioner for Patents 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703)305-3230 


Authorized officer 
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{See notes on accompanying sheet) 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL SEARCH REPORT 
(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
033388-531 


FOR FURTHER 
ACTION 


see Notification of Transmittal of International Search Report 
(Form PCT/IS A/220) as well as, where applicable, item 5 
below. 


International application No. 
PCT/US03/00380 


International filing date {day /month/year) 
08 January 2003 (08.01 .2003) 


(Earliest) Priority Date {day /month/year) 
09 January 2002 (09.01 .2002) 


Applicant 

ELAN PHARMACEUTICALS, INC. 



This international search report has been prepared by this International Searching Authority and is transmitted to the 
applicant according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of ^-j sheets. 

^ It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the Report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 



□ 



b. 



the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23. 1(b)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
search was carried out on the basis of the sequence listing: 

contained in the international application in written form. 

filed together with the international application in computer readable form 

furnished subsequently to this Authority in written form 

furnished subsequently to this Authority in computer readable form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

Certain claims were found unsearchable (See Box I). 

Unity of invention is lacking (See Box II). 
With regard to the title, 

DKI the text is approved as submitted by the applicant. 

I 1 the text has been established by this Authority to read as follows: 

With regard to the abstract, 

^3 the text is approved as submitted by the applicant. 

I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant 
may, within one month from the date of mailing of this international search report, submit comments to this 
Authority. 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



The figure of the drawing to be published with the abstract is Figure No. 

j 1 as suggested by the applicant. 

[_j because the applicant failed to suggest a figure. 

I 1 because this figure better characterizes the invention. 



None of the figures 



Form PCT/ISA/210 (first sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US03/0O38O 



Box I Observations where certain claims were found unsearchable (Continuation of Item 1 of first sheet) 

This international report has not been established in respect of certain claims under Article I7(2)(a) for the following reasons: 

1. | | Claim Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. |AI ClaimNos.: 143 and 145 

because they relate to parts of the international application that do not comply with the prescribed requirements to 
such an extent that no meaningful international search can be carried out, specifically: 
Please See Continuation Sheet 



□ 

6.4(a). 



Claim Nos. : 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 



Box n Observations where unity of invention is lacking (Continuation of Item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 



1 • I 1 As all required additional search fees were timely paid by the applicant, this international search report covers all 
searchable claims. 

2. 1 | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite 

payment of any additional fee. 

3. 1 | As only some of the required additional search fees were timely paid by the applicant, this international search 

report covers only those claims for which fees were paid, specifically claims Nos. : 



4. No required additional search fees were timely paid by the applicant. Consequently, this international search report 

is restricted to the invention first mentioned in the claims; it is covered by claims Nos. : 

Remark on Protest | 1 The additional search fees were accompanied by the applicant's protest. 

1 1 No protest accompanied the payment of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet(l)) (July 1998) 



• 

INTERNATIONAL SEARCH REPORT 



PCT/US03/00380 



Continuation of Box I Reason 2: 

Claim 143 could not be searched because it is a method of making liposomes that requires that the liposomes must be made by some 
method other than the method of claim 143. It is nonsense. 

Claim 145 could not be searched because it is a method of making liposomes that requires an aqueous solution but also requires that 
no hydrating agent can be present. This is impossible 



Continuation of B. FIELDS SEARCHED Item 3: 

WEST 

STN:medline caplus embase biosis biotechds scisearch 



Form PCT/ISA/210 (second sheet) (July 1998) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PC17US03/00380 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC(7) : A61K 9/127; C12N 15/88; A01N 43/04 

US CL : 424/450; 514/4; 435/458 
According to International Patent Classification flPO or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 424/450; 514/4; 435/458 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
Please See Continuation Sheet 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ; 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



X 
Y 

x y 

Y 



US 4897355 A (Eppstein et al) 30 January 1990 (30.01 . 1990) see entire document. 



US 4235871 A (PAPAHADJOPOLOUS et al) 25 November 1980 (25. 1 1 . 1980), see entire 
document, especially column 2, line 66 to column 3, lines 13; column 4, lines 5-12, 
column 8, lines 47-56; column 9, lines 31-36; and claims 1 , 16, and 17 at column 14. 



US 6120797 A (MEERS et al) 19 September 2000 (19.09.2000), see entire document 
especially abstract; and column 4, lines 40-51. 



1-34, 38-73 

35-37, 74-142, 144, 

146-168 
1, 13-16,25,29-31, 
33, 34, 74, 87-90, 99, 
102-104, 106, 107 

2-12, 15-25,26-28, 
32, 35-73, 75-86, 91- 

98, 100, 101, 105, 
108-142, 144, 146-168 

35-37 and 108-110 



□ 



Further documents are listed in the continuation of Box C. 



□ 



See patent family annex. 



* Special categories of cited documents: 

"A" document defining the general state of the art which is not considered to be 
of particular relevance 

"E" earlier application or patent published on or after the international filing date 

"L" document which may throw doubt* on priority claim(s) or which is cited to 
establish the publication date of another citation or other special reason (as 
specified) 

"O" document referring to an oral disclosure, use, exhibition or other means 

"P" document published prior to the intematioDal filing date but later than the 
priority date claimed 



"T" later document published after the international filing date or priority 

date and not in conflict with die application but cited to understand the 
principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 

considered novel or cannot be considered to involve an inventive step 
when the document is taken alaae 

"Y" document of particular relevance; the claimed invention cannot be 

considered to involve an inventive step when the document is 
combined with cue or mare other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent family 



Date of the actual completion of the international search 
03 May 2003 (03.05.2003) 



Date of mailing of the internati 



o^the interaa^opa^|ja^c] 



;h report 



Name and mailing address of the ISA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 

Facsimile No. (703)305-3230 



Telephone No. 703-308-1123 



Form PCT/ISA/210 (second sheet) (July 1998) 



NOTES TO FORM PCT/ISA/220 (continued) 

The follow tog examples illustrate the otoocr la which lacodacou must be explained la Ihe 
•ccooapaaying letter: 

1. (Where originally there were 48 claims tod after amendment of come claims there are 51): 
"Claims 1 to 29. 31, 32, 34, 35. 37 to 43 replaced by amended claims bea/ing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of all claims there are 1 1 ]: 
"Claims 1 to 15 replaced by amended claims I to 11." 

3. [Where originally there were 14 claims and the amendments consist in cancelling some ciaima and in adding 
ocw claims): 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added.* or 
-Claims 7 to 13 cancelled; new ciaima 15, 16 and 17 added; ail other dau 

4. [Where varioaB kinds of amendments are madek 
L Oaims 1- 10 unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14, 15 
daim 14; daim 17 nrbdivided inio amended claims 15. 16 and 17; 



In what 



16 replaced by am ended 
20 end 21 added.- 



"Suteaaeat under Article 19(1)" (Rale 46.4) 

The amendments may be accompanied by a atatement explaining the 
that «_*rb amendments might have on the description and the drawings (which 
Article 19(1)). 

The atatement will be published with the international application and the *~*wV^ 
The abatement ehould be brief, it ahduld not exceed 500 words if in English or if translated into F^aJ^*«- 
hshonldnotbernofotawiedwa^ 

as Gkd and aa aramrlnd. U omst be fucd on a acparaie sheet and awart be ideodfied aa each by a 
prefaabry by aaaag fAr. weaas "Staataneat anrV r Article 19(1).- 

contaiaed — r*^?* u'J}JJ^£S£~*-+i~~ relevant to - gr— - *4^— conSned *- 
repor. may be made oniy aa coonection with an ■rnendra ent of that daim. 



The amendments must be made in the Language m which the mutational application is published. The letter 
and anr autcment aaoompenyuig the amendments must be in the same language aa the mtexnational application 
if that language is English or French; otherwise, it must be in English or French, tt the choice of me applicant. 



race If a demand for mteraattoaaJ preliminary exam Initio* has already been filed ? 

If, at the time of ding any amendments under Axudc 19, a a jand for mteraatkmal oretiminary t 
has already been subentaod, the applicant must preferably, at the same feme of Qb| me amrnrlnv 
Inter na tional Bureau, also G3e a copy of such amen dments with the International PreJhninery 
Authority (aee Rule 62.2(a), Grst sentence). 



i with the 



Conscqwaacc with 



to traaatatioa of the aateraatloeal application for catry Into the aatioaal phase ? 



The appL rant's attention is drawn to the fact that, where upon entry into the aaoooal phase, a translation of the 
daims as amended under Amcie 19 may h*vr vo be funuibcd to the desigMied/dectcd OfDoes, instead of, or 
iq addition to, the trsoslaboo of the claims as Hied. 



For further details on the requirements <r£a 
Guide. 



i desisted/elected Office, aee Volume U of the PCT Applicants 



Notes to Form PCT/ISA/220 (sooood i facet) (JuJy 1992) 



